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(iii) Adequate directions for use to 
provide a final food product that com-
plies with the limitations prescribed in 
paragraphs (d) and (e) of this section. 

(2) The label of any finished food 
product containing the additive shall 
bear: 

(i) The name of the additive. 
(ii) The amount of the additive, cal-

culated as saccharin, as follows: 
(a) For beverages, in milligrams per 

fluid ounce; 
(b) For cooking or table use products, 

in milligrams per dispensing unit; 
(c) For processed foods, in terms of 

the weight or size of a serving which 
shall be that quantity of the food con-
taining 30 milligrams or less of the ad-
ditive. 

(iii) When the additive is used for cal-
orie reduction, such other labeling as is 
required by part 105 of this chapter. 

[42 FR 14636, Mar. 15, 1977, as amended at 49 
FR 5610, Feb. 14, 1984; 72 FR 10357, Mar. 8, 
2007; 78 FR 71467, Nov. 29, 2013] 

PART 181—PRIOR-SANCTIONED 
FOOD INGREDIENTS 

Subpart A—General Provisions 

Sec. 
181.1 General. 
181.5 Prior sanctions. 

Subpart B—Specific Prior-Sanctioned Food 
Ingredients 

181.22 Certain substances employed in the 
manufacture of food-packaging mate-
rials. 

181.23 Antimycotics. 
181.24 Antioxidants. 
181.25 Driers. 
181.26 Drying oils as components of finished 

resins. 
181.27 Plasticizers. 
181.28 Release agents. 
181.29 Stabilizers. 
181.30 Substances used in the manufacture 

of paper and paperboard products used in 
food packaging. 

181.32 Acrylonitrile copolymers and resins. 
181.33 Sodium nitrate and potassium ni-

trate. 
181.34 Sodium nitrite and potassium nitrite. 

AUTHORITY: 21 U.S.C. 321, 342, 348, 371. 

SOURCE: 42 FR 14638, Mar. 15, 1977, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 181 appear at 61 FR 14482, Apr. 2, 1996, 
and 66 FR 56035, Nov. 6, 2001. 

Subpart A—General Provisions 
§ 181.1 General. 

(a) An ingredient whose use in food 
or food packaging is subject to a prior 
sanction or approval within the mean-
ing of section 201(s)(4) of the Act is ex-
empt from classification as a food addi-
tive. The Commissioner will publish in 
this part all known prior sanctions. 
Any interested person may submit to 
the Commissioner a request for publi-
cation of a prior sanction, supported by 
evidence to show that it falls within 
section 201(s)(4) of the Act. 

(b) Based upon scientific data or in-
formation that shows that use of a 
prior-sanctioned food ingredient may 
be injurious to health, and thus in vio-
lation of section 402 of the Act, the 
Commissioner will establish or amend 
an applicable prior sanction regulation 
to impose whatever limitations or con-
ditions are necessary for the safe use of 
the ingredient, or to prohibit use of the 
ingredient. 

(c) Where appropriate, an emergency 
action level may be issued for a prior- 
sanctioned substance, pending the 
issuance of a final regulation in ac-
cordance with paragraph (b) of this sec-
tion. Such an action level shall be 
issued pursuant to section 402(a) of the 
Act to identify, based upon available 
data, conditions of use of the substance 
that may be injurious to health. Such 
an action level shall be issued in a no-
tice published in the FEDERAL REG-
ISTER and shall be followed as soon as 
practicable by a proposed regulation in 
accordance with paragraph (b) of this 
section. Where the available data dem-
onstrate that the substance may be in-
jurious at any level, use of the sub-
stance may be prohibited. The identi-
fication of a prohibited substance may 
be made in part 189 of this chapter 
when appropriate. 

[42 FR 14638, Mar. 15, 1977, as amended at 42 
FR 52821, Sept. 30, 1977; 54 FR 39635, Sept. 27, 
1989] 

§ 181.5 Prior sanctions. 
(a) A prior sanction shall exist only 

for a specific use(s) of a substance in 
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